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— The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36 (a). In no event, however, may a reply be timely filed 

after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will 

be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this 

communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 

earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 ) □ Responsive to communication(s) filed on . 



2a) □ This action is FINAL. 



2b) Ixl This action is non-final. 



3)D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 



Disposition of Claims 

4)K Claim(s) 13-21 



4a) Of the above, claim(s) 
5)D Claim(s) 



6)K Claim(s) 13-21 

1)U Claim(s) 

8)D Claims 



is/are pending in the application. 
_ is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9)D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are objected to by the Examiner. 

1 1) D The proposed drawing correction filed on is: a)D approved b)D disapproved. 

12) D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

13) D Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d). 
a)D All b)D Some* c)D None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. 



3. □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14)D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 



Attachment(s) 

1 5) Notice of References Cited (PTO-892) 

16) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 

17) Information Disclosure Statement(s) (PTO-1449) Paper Uo{s)3^^_ 



18) Q Interview Summary (PT0-413) Paper No(s). 

19) O Notice of Informal Patent Application {PTO-152) 

20) □ Other: 



U. S. Patent and Trademark Office 

PTO-326 (Rev. 9-00) 
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DETAILED ACTION 



Claims 13-21 are pending in the application and were presented for examination on the 

merits. 

Abstract 



The Abstract contains wording which appears to come from a web site address. The 
Examiner has redlined through this writing as it does not appear to correspond with the content of 
the abstract (Rule 126). 

Claim Objections 



Claim objected to because of the following informalities: 

Claim 13, preamble recites 'a isoquinoline alkaloid 5 which should appropriately read 'an 
isoquinoline alkaloid.' Appropriate correction is required. 

Claim Rejections - 35 USC § 112 



The following is a quotation of the second paragraph of 35 U.S. C. 112: 



The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 
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Claim s 13 and 17-20 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 13, part (a) recites 'the ground biomass. 5 This term lacks antecedent basis in the 

claim. 

Claim 13 rejected under 35 U.S.C. 1 12, second paragraph, as being incomplete for 
omitting essential steps, such omission amounting to a gap between the steps. See MPEP 
§2172.01. The preamble of Claim 13 recites a method for the isolation and purification of a[n] 
isoquinoline alkaloid, however, does not contain any steps for further purification (which is found 
in claim 14). It is suggested that the limitation of claim 14 be incorporated into claim 13 in order 
to overcome this rejection. 

Claims 17-20 recite the terms 'dynamic mode' and 'static mode/ These terms are not 
clearly defined in the Instant disclosure, and are not readily found in the prior art and are therefore 
deemed indefinite. Applicant is asked to amend the claims accordingly, or alternatively, provide a 
prior art reference which would clearly indicate that these terms are well known in the art of 
purification in order to overcome this rejection. For the purposes of prior art, these terms were 
searched as though they were 'vat extractor 5 and 'column extractor 5 respectively. 



Claim Rejections - 35 USC §102 
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The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless -- 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 13-15 and 21 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Mehltretter et al. (US 2,715,627). Claims 13-15 are drawn to a method for isolation and 
purification of an isoquinoline alkaloid via extraction of a ground biomass of a plant with a 
solvent, neutralization and further concentration. Claims are further drawn to wherein the extract 
is purified by a chromatographic method, and wherein the plant is selected from a group of 
specific plant families and genus. 

Extraction of isoquinoline alkaloids from plants such as poppy (Papaver somniferum- 
family Papaveraceae) was well known in the art. The most prevalent and widely extracted 
isoquinoline alkaloid prepared from poppy was morphine, a well known pain reliever/sedative. 
Mehltretter et al. (US 2,175,627) for example, taught a protocol for the extraction of morphine 
from poppy which included extraction with mineral acid, alkali precipitation (neutralization), 
evaporation (concentration), and then optionally, purification via ion exchange chromatography 
(col. 2, lines 44-65). 

Mehltretter et al. specifically taught that the dried poppy straw was 'tempered and flaked.' 
The Examiner has given the term 'flaked' it's broadest, most reasonable interpretation and 
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Art Unit: 1651 

deemed that this term meant ground, or cut very fine. Thus, it is deemed that the term 'flaked 5 
encompassed the term 'ground' which is recited in the Instantly claimed invention. 



The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 



(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 



Claims ^-21 are rejected under 35 U.S.C. 103(a) as being unpatentable over Mehltretter 
et al. (US 2,715,627). Claims 17-20 are drawn to wherein the biomass is extracted in a dynamic 
mode such as a vat extractor, or in a static mode, such as a column extractor. 

The teachings of Mehltretter et al. were discussed supra. Mehltretter et al. did not 
specifically discuss where the extract was carried out via dynamic mode or static mode. 

Taken from the Instant disclosure, a 'vat extractor' appears to be similar to a large 
blender. One of ordinary skill in the art would have been motivated to have suitably blended the 
crude plant material/solvent in order to have allowed all of the solvent to penetrate every possible 
exposed surface area of plant material, which would thereby offer a larger yield of product. 



Claim Rejections - 35 VSC § 103 



/3 
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The column extractor, as described in the Instant disclosure (i.e.; p. 17) appears to be a 
container which holds the crude plant material, whereby said container is provided with an inlet 
and outlet in order to allow the solvent to pass over the crude plant material and subsequently be 
collected at the outlet. This apparatus would have proven equivalent to mixing the crude plant 
material with solvent, and then filtering or evaporating the solvent therefrom. It is deemed that 
the inclusion of the apparatus does not render the invention novel; MPEP 2144.04 III. 
Automating a manual activity, states: 'The court held that broadly providing a manual activity 
which accomplished the same result is not sufficient to distinguish over the prior art. 5 In the 
instant case, although the prior art reference did not use either a vat extraction method, or a 
column extractor , the manual mixing of the crude plant material with the solvent followed by 
evaporation and/or removal of the solvent would have accomplished the same results as would a 
vat extractor and/or column extractor and thus, would have been obvious to one of ordinary skill 
in the art. 

From the teachings of the references, it is apparent that one of ordinary skill in the art 
would have had a reasonable expectation of success in producing the claimed invention. 
Therefore, the invention as a whole was prima facie obvious to one of ordinary skill in the art at 
the time the invention was made, as evidenced by the references, especially in the absence of 
evidence to the contrary. 



No Claims are allowed. 
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Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to examiner Patricia Patten, whose telephone number is (703)308-1 189. The 
examiner can normally be reached on M-F from 9am to 5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Michael Wityshyn, can be reached on (703) 308-4743. The fax phone number for the 
organization where this application or proceeding is assigned is (703) 308-4242. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 




Jon R Weber, Ph.D. 
Primary Examiner 



